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This listing of claims will replace all prior versions, and listings of claims in the application: 
Listing of Claims: 

Claims 1 - 275 (cancelled). 

276. (new) A luminal prosthesis comprising: 

a scaffold which is implantable within a body lumen; and 

means on the scaffold for releasing a substance, wherein the substance is released 
over a predetermined time pattern comprising an initial phase wherein a substance delivery rate 
is below a threshold level and a subsequent phase wherein the substance delivery rate is above a 
threshold level. 

277. (new) A luminal prosthesis as in claim 276, wherein the scaffold is a stent 

or graft. 

278. (new) A luminal prosthesis as in claim 276, wherein the scaffold is 
implantable in a blood vessel. 

279. (new) A luminal prosthesis as in claim 276, wherein the means for 
releasing the substance comprises a matrix formed over at least a portion of the scaffold. 

280. (new) A luminal prosthesis as in claim 279, wherein the matrix is 
composed of a material which undergoes degradation in a vascular environment. 

281. (new) A luminal prosthesis as in claim 280, wherein the matrix degrades 
by surface degradation. 

282. (new) A luminal prosthesis as in claim 280, wherein the matrix degrades 
by bulk degradation. 
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283. (new) An improved method for delivering a pharmacological agent to an 
artery, said method being of the type where a prosthesis is implanted within the artery and the 
prosthesis releases the pharmacological agent, wherein the improvement comprises implanting a 
prosthesis that is programmed to begin substantial release of the pharmacological agent 
beginning after growth of at least one layer of cells over a part of the prosthesis. 

284. (new) A method as in Claim 283, wherein the cells comprise 
inflammatory, smooth muscle, or endothelial cells. 

285. (new) A method for luminal substance delivery, said method comprising: 
providing a luminal prosthesis incorporating or coupled to the substance, wherein 

the prosthesis contains a matrix which undergoes degradation in a vascular environment; and 

implanting the prosthesis in a body lumen so that at least a portion of the matrix 
degrades over a predetermined time period and substantial substance release begins after the 
matrix substantially begins to degrade. 

286. (new) A method as in Claim 285, wherein the substance is incorporated in 
a reservoir in or on a scaffold and the reservoir is covered by the matrix so that substantial 
substance release begins after the matrix has degraded sufficiently to uncover the reservoir. 

287. (new) A method as in Claim 285, wherein the substance is contained in 
the matrix and the matrix coats a scaffold, wherein an outer layer of the matrix is substantially 
free from the substance so that substance release will not substantially begin until the outer layer 
has degraded. 

288. (new) A method as in Claim 285, wherein the substance is contained 
within or on a scaffold coated by the matrix. 

289. (new) A method as in Claim 285, wherein the prosthesis is coated with 
the matrix by spraying, dipping, deposition, or painting. 
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290. (new) A method as in Claim 285, wherein the prosthesis incorporates the 
substance by coating, spraying, dipping, deposition, or painting the substance on the prosthesis. 

291 . (new) A method for treatment of a patient, comprising: 

providing a vascular prosthesis comprising a structure and at least one source of at 
least one therapeutic capable agent associated with the structure; 

implanting the vascular prosthesis within the patient's vasculature including a 
susceptible tissue site; 

releasing at least one therapeutic capable agent. 

292. (new) The method of Claim 291 wherein releasing comprises releasing at 
least one therapeutic capable agent is selected from the group consisting of immunosuppressants, 
anti-inflammatories, anti-proliferatives, anti-migratory agents, anti-fibrotic agents, proapoptotics, 
calcium channel blockers, anti-neoplastics, antibodies, anti-thrombotic agents, anti-platelet 
agents, Ilb/IIIa agents, antiviral agents, and a combination thereof. 

293. (new) The method of Claim 291 wherein releasing comprises releasing at 
least one therapeutic capable agent is selected from the group consisting of mycophenolic acid, 
mycophenolate mofetil, mizoribine, methylprednisolone, dexamethasone, Certican™, rapamycin, 
Triptolide™, Methotrexate™, Benidipine™, Ascomycin™, Wortmannin™, LY294002, 
Camptothecin™, Topotecan™, hydroxyurea, Tacrolimus™ (FK 506), cyclophosphamide, 
cyclosporine, daclizumab, azathioprine, prednisone, Gemcitabine™, derivatives and 
combinations thereof. 

294. (new) The method of Claim 291 further comprising reducing smooth 
muscle cell proliferation at the susceptible tissue site. 

295. (new) The method of Claim 291 wherein therapeutic capable agent is 
released within a time period of about 1 day to about 200 days from the implanting of the 
prosthesis. 
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296. (new) The method of Claim 291 wherein therapeutic capable agent is 
released within a time period of about 1 day to about 45 days from the implanting of the 
prosthesis. 

297. (new) The method of Claim 295 wherein therapeutic capable agent is 
released within a time period of about 7 days to about 21 days from the implanting of the 
prosthesis. 

298. (new) The method of Claim 291 further comprising releasing at least 
another compound. 

299. (new) The method of Claim 298 wherein the another compound is another 
therapeutic capable agent. 

300. (new) The method of Claim 298 wherein the releasing comprising 
releasing another compound selected from the group consisting of anti-cancer agents; 
chemotherapeutic agents; thrombolytics; vasodilators; antimicrobials or antibiotics antimitotics; 
growth factor antagonists; free radical scavengers; biologic agents; radiotherapeutic agents; 
radiopaque agents; radiolabeled agents; anti-coagulants such as heparin and its derivatives; anti- 
angiogenesis drugs; angiogenesis drugs; PDGF-B and/or EGF inhibitors; anti-inflamatories 
including psoriasis drugs; anti-platelet agents including , cyclooxygenase inhibitors such as 
acetylsalicylic acid, ADP inhibitors ticlopdipine phosphodiesterase III inhibitors, glycoprotein 
Ilb/IIIa agents; eptifibatides, and adenosine reuptake inhibitors; healing and/or promoting agents 
including anti-oxidants, nitrogen oxide donors; antiemetics; antinauseants; derivatives and 
combinations thereof. 

301 . (new) The method of Claim 298 wherein the releasing comprises 
releasing another compound selected from the group consisting of heparin and its derivatives; 
Thalidomide™; riboflavin; tiazofurin; zafurin; acetylsalicylic acid, clopidogrel such as Plavix™, 
ticlopdipine such as ticlid™, cilostazol such as Pletal™, abciximab such as Rheopro™; 
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eptifibatide such as Integrilin™, dipyridmoles; NSAID, Taxol™, Actinomycine D™; derivatives 
and combinations thereof. 

302. (new) The method of Claim 298 wherein the another compound is an 
enabling compound. 

303. (new) The method of Claim 298 wherein the another compound is 
released prior to the therapeutic capable agent. 

304. (new) The method of Claim 298, 299, 300, 301, or 302 wherein the 
another compound is released concurrent with the therapeutic capable agent. 

305. (new) The method of Claim 298, 299, 300, 301, or 302 wherein the 
another compound is released sequentially with the therapeutic capable agent. 

306. (new) The method of Claim 291 wherein the device is configured to 
release the therapeutic capable agent at a total amount ranging from about 0.1 \ig to about 10 g. 

307. (new) The method of Claim 291 wherein the therapeutic capable agent is 
released at a total amount ranging from about 0.1 |xg to about 10 mg. 

308. (new) The method of Claim 291 wherein the therapeutic capable agent is 
released at a total amount ranging from about 1 \ig to about 2 mg. 

309. (new) The method of Claim 291 wherein the therapeutic capable agent is 
released at a total amount ranging from about 1 p,g to about 1 0 mg. 

310. (new) The method of Claim 291 wherein the therapeutic capable agent is 
released at a total amount ranging from about 10 ^g to about 2 mg. 

311. (new) The method of Claim 291 wherein the therapeutic capable agent is 
released at a total amount ranging from about 50 \ig to about 1 mg. 

312. (new) The method of Claim 291 further comprising administering a 
second compound to the patient independent of that provided with the device. 



6 



Appl.No. 10/002,595 

Amdt. dated August 4, 2006 

Reply to Office Action of June 7, 2006 



PATENT 



313. (new) The method of Claim 312 wherein the second compound is selected 
from the group consisting of compounds according to any of Claims 2, 3, 10, 11, and 
combinations thereof. 

314. (new) The method of Claim 3 1 3 wherein the second compound is selected 
from the group consisting of ondansetron such as Zofran™, dronabinol such as Marinol™, 
ganisetron.Hcl such as Kytril™, and combinations thereof. 

315. (new) The method of Claim 312, 313, or 314 wherein administering the 
second compound comprises orally, pulmonarily, systemically, transdermally, through any 
bodily orifice, or any one or more combinations thereof. 

316. (new) The method of Claim 3 1 5 wherein the administering the second 
compound comprises administering prior to, concurrent with, or subsequent to, the interventional 
procedure. 

317. (new) The method of Claim 3 1 5 wherein the administering the second 
compound comprises administering to the patient in a time period from about 200 days prior to 
about 200 days after the interventional procedure. 

318. (new) The method of Claim 3 1 5 wherein the administering the second 
compound comprises administering to the patient in a time period from about 30 days prior to 
about 30 days after the interventional procedure. 

319. (new) The method of Claim 3 1 5 wherein the administering the second 
compound comprises administering to the patient in a time period from about 1 day prior to 
about 30 days after the interventional procedure. 

320. (new) The method of Claim 3 1 5 wherein the administering the second 
compound comprises administering to the patient in a time period from about 200 days prior to 
about up to the interventional procedure. 
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321. (new) The method of Claim 3 1 5 wherein the administering the second 
compound comprises administering to the patient in a time period from about 3 months prior to 
about up to the interventional procedure. 

322. (new) The method of Claim 3 1 5 wherein the administering the second 
compound comprises administering to the patient in a time period from about 7 days to about 24 
hours prior to the interventional procedure. 

323. (new) The method of Claim 3 1 5 wherein the administering the second 
compound comprises administering an acute dose ranging from about 0.5 mg to about 5 g. 

324. (new) The method of Claim 3 1 5 wherein the administering the second 
compound comprises administering an acute dose ranging from about 1 mg to about 3 g. 

325. (new) The method of Claim 3 1 5 wherein the administering the second 
compound comprises administering an acute dose ranging from about 1 g to about 1 .5 g. 

326. (new) The method of Claim 3 1 5 wherein the administering the second 
compound comprises administering an acute dose ranging from about 2 g to about 3 g. 

327. (new) The method of Claim 3 1 5 wherein the administering the second 
compound comprises administering a dose per day ranging from about 1 g to about 1.5 g. 

328. (new) The method of Claim 3 1 5 wherein the administering the second 
compound comprises administering a dose per day ranging from about 1 mg to about 3 mg. 

329. (new) The method of Claim 3 1 5 wherein the administering the second 
compound comprises administering a dose per day ranging from about 2 g to about 3 g. 

330. (new) The method of Claim 3 1 5 wherein the administering the second 
compound comprises administering a dose per day ranging from about 2 mg to about 6 mg. 
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331. (new) A method for delivering a therapeutic capable agent to a 
susceptible tissue site within a corporeal body, comprising: 

positioning a source of the therapeutic capable agent within a vascular lumen; 
releasing the therapeutic capable agent to the susceptible tissue site. 

332. (new) The method of Claim 33 1 wherein the releasing comprises 
releasing the therapeutic capable agent at a pre-determined time period following the position of 
the source. 

333. (new) The method of Claim 332 wherein the releasing comprising 
delaying the release of the therapeutic capable agent for a sufficiently long period of time to 
allow sufficient generation of intimal tissue to reduce occurrence of thrombotic event. 

334. (new) The method of Claim 333 wherein the source comprises a rate- 
controlling element. 

335. (new) The method of Claim 334 wherein the releasing comprises 
releasing the therapeutic capable agent by surface degradation or hydrolysis of the source. 

336. (new) The method of Claim 334 wherein the releasing comprises 
releasing the therapeutic capable agent by diffusion through the source. 

337. (new) The method of Claim 334 wherein the therapeutic capable agent is 
released by bulk degradation of the source. 

338. (new) A method for delivering a therapeutic capable agent to a 
susceptible tissue site, comprising: 

positioning a device comprising a structure and at lease one source of at least one 
therapeutic capable agent associated with the structure, at a targeted intracorporeal site within a 
corporeal body; 

releasing the therapeutic capable agent at the targeted intracorporeal site. 
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339. (new) The method of Claim 338 wherein the targeted intracorporeal site 
includes a susceptible tissue site. 

340. (new) The method of Claim 338 wherein the targeted intracorporeal site 
supplies blood to a susceptible tissue site. 

341 . (new) The method of Claim 338 or 339 wherein the therapeutic capable 
agent release reduces the smooth muscle cell proliferation. 

342. (new) The method of Claim 341 wherein the device is positioned within 
the corporeal body during a vascular intervention. 

343. (new) The method of Claim 342 wherein the release of the therapeutic 
capable agent is delayed for a predetermined period of time following the positioning of the 
device within the corporeal body. 

344. (new) The method of Claim 343 wherein the delay is sufficiently long to 
allow sufficient generation of intimal tissue to reduce occurrence of thrombotic event. 

345. (new) The method of Claim 338 or 339 wherein the corporeal body is a 

body lumen. 

346. (new) The method of Claim 338 or 339 wherein the corporeal body is an 

organ. 

347. (new) The method of Claim 338 or 339 further including directing energy 
at the device to effect release of the therapeutic capable agent from the device. 

348. (new) The method of Claim 347 wherein the energy is at least one of 
ultrasound, magnetic resonance imaging, magnetic field, radio frequency, temperature change, 
electromagnetic, x-ray, heat, vibration, gamma radiation, microwave, or a combination thereof. 

349. (new) A device for intracorporeal use, comprising: 



10 



Appl.No. 10/002,595 

Amdt. dated August 4, 2006 

Reply to Office Action of June 7, 2006 



PATENT 



a structure; and 

at lease one source of at least one therapeutic capable agent associated with the 

structure. 

350. (new) The device of Claim 349 wherein the source is configured to 
provide the at least one therapeutic capable agent to a targeted intracorporeal site within an 
intracorporeal body. 

351. (new) The device of Claim 350 wherein the targeted intracorporeal site 
comprises a body lumen. 

352. (new) The device of Claim 350 wherein the targeted intracorporeal site 
comprises a body organ. 

353. (new) The device of Claim 350 wherein the device is configured for 
implanting at the targeted intracorporeal site supplying blood to a susceptible tissue site. 

354. (new) The device of Claim 350 wherein the targeted intracorporeal site 
includes a susceptible tissue site. 

355. (new) The device of Claim 350 or 351 wherein the device comprises a 
vascular prosthesis. 

356. (new) The device of Claim 355 wherein the vascular prosthesis comprises 
an expandable structure. 

357. (new) The device of Claim 356 wherein the vascular prosthesis comprises 

a graft. 

358. (new) The device of Claim 356 wherein the vascular prosthesis comprises 

a stent. 

359. (new) The device of Claim 358 wherein prosthesis comprises a scaffold 
formed at least in part from an open lattice. 
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360. (new) The device of Claim 350 wherein source is the therapeutic capable 

agent. 

361 . (new) The device of Claim 356 wherein the expandable structure has a 
luminal and a tissue facing surface. 

362. (new) The device of Claim 361 wherein the therapeutic capable agent is 
associated with the expandable structure on at least one of the expandable structure luminal or 
tissue facing surfaces. 

363. (new) The device of Claim 361 wherein the expandable structure has an 

interior. 

364. (new) The device of Claim 363 wherein therapeutic capable agent is 
associated with the interior of the expandable structure. 

365. (new) The device of Claim 350 or 362 wherein the expandable structure 
is formed from an at least partially degradable material. 

366. (new) The device of Claim 365 wherein the at least partially degradable 
material is at least partially biodegradable. 

367. (new) The device of Claim 365 wherein the at least partially 
biodegradable material comprises a metal or alloy degradable in the corporeal body. 

368. (new) The device of Claim 367 wherein the metal or alloy alloy 
comprises stainless steel. 

369. (new) The device of Claim 368 wherein the therapeutic capable agent is 
made available to the susceptible tissue site as the stainless steel degrades within the corporal 
body over time. 
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370. (new) The device of Claim 360 wherein the therapeutic capable agent 
comprises a polymeric material formed at least in part from therapeutic capable agent. 

371 . (new) The device of Claim 370 wherein the therapeutic capable agent 
units are disassociated in the corporeal body. 

372. (new) The device of Claim 370 wherein the therapeutic capable agent 
units are disassociated in a vascular environment. 

373. (new) The device of Claim 370 wherein the therapeutic capable agent 
units are disassociated over time. 

374. (new) The device of Claim 360 wherein the source is a polymeric 
material including the therapeutic capable units associated with a polymeric backbone. 

375. (new) The device of Claim 360 wherein the source is a polymeric 
material including the therapeutic capable units associated with a metallic backbone. 

376. (new) The device of Claim 349 wherein the device is configured to 
release the therapeutic capable at release rate. 

377. (new) The device of Claim 376 wherein the rate provides a sustainable 
level of therapeutic capable agent to the susceptible tissue site. 

378. (new) The device of Claim 376 wherein the rate is substantially constant. 

379. (new) The device of Claim 376 wherein the rate decreases over time. 

380. (new) The device of Claim 376 wherein the rate increases over time. 

381. (new) The device of Claim 376 wherein the rate includes a substantially 
non-release period. 

382. (new) The device of Claim 376 wherein the release rate is pre-defined. 
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383. (new) The device of Claim 376 wherein the release rate includes a 
plurality of rates. 

384. (new) The device of Claim 383 wherein the plurality of rates includes at 
least two rates selected from the group consisting of substantially constant, decreasing, 
increasing, substantially non-releasing. 

385. (new) The device of Claim 362 wherein the source is disposed adjacent at 
least one of the luminal or tissue facing surfaces of the expandable structure. 

386. (new) The device of Claim 385 wherein the source comprises a matrix 
including the therapeutic capable agent. 

387. (new) The device of Claim 350 or 356 further including a rate-controlling 

element. 

388. (new) The device of Claim 387 wherein the source comprises the rate- 
controlling element. 

389. (new) The device of Claim 387 wherein the rate-controlling element is 
disposed adjacent at least a portion of the source. 

390. (new) The device of Claim 389 wherein at a least a portion of the rate- 
controlling element forms a matrix with the therapeutic capable agent. 

391. (new) The device of Claim 389 wherein the rate-controlling element 
forms the outer most layer of the device. 

392. (new) The device of Claim 387 wherein the rate-controlling element is 
disposed adjacent at least a portion of the expandable structure. 
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393. (new) The device of Claim 387, 388, 389, 391, or 392 wherein the rate- 
controlling element is formed from a material selected from the group consisting of polymeries, 
metallics, bioactive compounds, and non-bioactive compounds. 

394. (new) The device of Claim 393 wherein the rate-controlling element 
material comprises a polymeric material. 

395. (new) The device of Claim 394 further comprising a second rate- 
controlling element disposed adjacent at least a portion of the first rate-controlling element. 

396. (new) The device of Claim 393 wherein the rate-controlling element is 
formed from a biodegradable material. 

397. (new) The device of Claim 393 wherein the rate-controlling element is 
formed from a material selected from the group consisting of poly(lactic acid), poly(glycolic 
acid) and copolymers, poly dioxanone, poly (ethyl glutamate), poly (hydroxybutyrate), 
polyhydroxyvalerate and copolymers, polycaprolactone, polyanhydride, poly(ortho esters); poly 
(iminocarbonates), polycyanoacrylates, polyphosphazenes, copolymers and other aliphatic 
polyesters, or suitable copolymers thereof including copolymers of poly-L-lactic acid and poly-e- 
caprolactone; mixtures, copolymers, and combinations thereof. 

398. (new) The device of Claim 396 wherein the therapeutic capable agent is 
released by surface degradation or hydrolysis of the rate-controlling element. 

399. (new) The device of Claim 396 wherein the therapeutic capable agent is 
released by bulk degradation of the rate-controlling element. 

400. (new) The device of Claim 393 wherein the rate-controlling element is 
formed from a non-biodegradable or slow degrading material. 

401 . (new) The device of Claim 393 wherein the rate-controlling element is 
formed from a material selected from the group consisting of polyurethane, polyethylenes imine, 
cellulose acetate butyrate, ethylene vinyl alcohol copolymer, silicone, polytetrafluorethylene 
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(PTFE), parylene, parylast, poly (methyl methacrylate butyrate), poly-N-butyl methacrylate, poly 
(methyl methacrylate), poly 2-hydroxy ethyl methacrylate, poly ethylene glycol methacrylates, 
poly vinyl chloride, poly(dimethyl siloxane), poly(tetrafluoroethylene), poly (ethylene oxide), 
poly ethylene vinyl acetate, poly carbonate, poly acrylamide gels, N-vinyl-2-pyrrolidone, maleic 
anhydride, Nylon, cellulose acetate butyrate (CAB) and the like, including other synthetic or 
natural polymeric substances; mixtures, copolymers, and combinations thereof. 

402. (new) The device of Claim 393 wherein the rate-controlling element is 
formed from a material selected from the group consisting of silicone, polytetrafluoroethylene, 
parylast, polyurethane, parylene, cellulose acetate butyrate; mixtures, copolymers and 
combinations thereof. 

403. (new) The device of Claim 393 wherein the rate-controlling element is 
formed from a natural material. 

404. (new) The device of Claim 393 wherein the rate-controlling element is 
formed from a material selected from the group consisting of fibrin, albumin, collagen, gelatin, 
glycosoaminoglycans, chondroitin, oligosaccharides & poly saccharides, phosholipids, 
phosphorylcholine, glycolipids, proteins, amino acids, cellulose, and mixtures, copolymers, or 
combinations thereof. 

405. (new) The device of Claim 400 wherein the therapeutic capable agent is 
released by diffusion through the rate-controlling element. 

406. (new) The device of Claim 393 wherein the rate-controlling element 
comprises a metallic material. 

407. (new) The device of Claim 393 wherein the rate-controlling element is 
formed from a material selected from the group consisting titanium, chromium, Nitinol, gold, 
stainless steel, alloys, and combinations thereof. 

408. (new) The device of Claim 407 wherein the metals or alloys are at least 
two and having different galvanic potential. 
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409. (new) The device of Claim 393 wherein the rate-controlling element 
includes a plurality of layers. 

410. (new) The device of Claim 409 wherein at least one of the rate- 
controlling element plurality of layers includes the therapeutic capable agent. 

411. (new) The device of Claim 410 wherein the layers other than the at least 
one layer includes the same or a different therapeutic capable agent. 

412. (new) The device of Claim 361 wherein the source is a reservoir disposed 
adjacent the expandable structure. 

413. (new) The device of Claim 4 1 2 wherein the reservoir is at least partially 
on an exterior of the expandable structure. 

4 1 4. (new) The device of Claim 412 wherein the reservoir is at least partially 
in the interior of the expandable structure. 

415. (new) The device of Claim 412 wherein the reservoir is at least partially 
on either or both the luminal and the tissue facing surfaces of the expandable structure. 

416. (new) The device of Claim 4 1 2 wherein the reservoir is at least partially 
in the expandable structure. 

417. (new) The device of Claim 4 1 3 or 41 4 wherein a rate-controlling element 
is disposed at least partially adjacent the reservoir. 

418. (new) The device of Claim 4 1 5 or 4 1 6 wherein a rate-controlling element 
is disposed at least partially over the reservoir. 

419. (new) The device of 388 or 390 wherein the rate-controlling element has 
thickness ranging from about 10 nm to about 100 um. 
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420. (new) The device of Claim 419 wherein the rate-controlling element has 
thickness ranging from about 50 nm to about 100 um. 

42 1 . (new) The device of Claim 419 wherein the rate-controlling element has 
thickness ranging from about 100 nm to about 50 um. 

422. (new) The device of Claim 419 wherein the rate-controlling element has 
thickness ranging from about 100 nm to about 10 um. 

423. (new) The device of Claim 419 wherein the device further comprises a 
bio-compatible outer layer. 

424. (new) The device of Claim 423 wherein the bio-compatible layer is 
formed from a material consisting of polyethylene glycol, polyethylene oxide, hydrogels, 
silicone, polyurethanes, heparin, and combinations thereof. 

425. (new) A device for intracorporeal use, comprising: 

an expandable member having at least one of luminal and tissue facing surfaces; 

and 

at lease one source of at least one therapeutic capable agent disposed adjacent at 
least one of the luminal or tissue facing surfaces. 

426. (new) The device of Claim 425 wherein the therapeutic capable agent 
comprises at least one agent selected from the group consisting of immunosuppressants, anti- 
inflammatories, anti-proliferatives, anti-migratory agents, anti-fibrotic agents, proapoptotics, 
calcium channel blockers, anti-neoplastics, antibodies, anti-thrombotic agents, anti-platelet 
agents, Ilb/IIIa agents, antiviral agents, and a combination thereof. 

427. (new) The device of Claim 426 wherein the therapeutic capable agent has 
more than one therapeutic effect. 

428. (new) The device of Claim 427 wherein the therapeutic capable agent has 
anti-inflamatory and immunosuppressant effects. 
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429. (new) The device of Claim 427 wherein the therapeutic capable agent has 
anti-inflamatory and anti-proliferative effects. 

430. (new) The device of Claim 427 wherein the therapeutic capable agent has 
immunosuppressants and anti-proliferative effects. 

43 1 . (new) The device of Claim 427 wherein the therapeutic capable agent has 
immunosuppressive, anti-proliferative, and anti-inflamatory effects. 

432. (new) The device of Claim 426 wherein the therapeutic capable agent is 
at least one agent selected from the group consisting of mycophenolic acid, mycophenolate 
mofetil, mizoribine, methylprednisolone, dexamethasone, Certican™, rapamycin, Triptolide™, 
Methotrexate™, Benidipine™, Ascomycin™, Wortmannin™, LY294002, Camptothecin™, 
Topotecan™, hydroxyurea, Tacrolimus™ (FK 506), cyclophosphamide, cyclosporine, 
daclizumab, azathioprine, prednisone, Gemcitabine™, derivatives and combinations thereof. 

433. (new) The device of Claim 426 or 432 wherein the at least one agent 
includes an active compound, the pro-drug of the active compound, a metabolite of the active 
compound, a derivative of the active compound, or a combination thereof. 

434. (new) The device of Claim 425 wherein source further includes another 

compound. 

435. (new) The device of Claim 434 wherein another compound is another 
therapeutic capable agent. 

436. (new) The device of Claim 434 wherein the another compound is an 
enabling compound. 

437. (new) The device of Claim 434 wherein the another compound is selected 
from the group consisting of anti-cancer agents; chemotherapeutic agents; thrombolytics; 
vasodilators; antimicrobials or antibiotics antimitotics; growth factor antagonists; free readical 
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scavengers; biologic agents; radiotherapeutic agents; radiopaque agents; radiolabeled agents; 
anti-coagulants such as heparin and its derivatives; anti-angiogenesis drugs; angiogenesis drugs; 
PDGF-B and/or EGF inhibitors; anti-inflamatories including psoriasis drugs; anti-platelet agents 
including , cyclooxygenase inhibitors such as acetylsalicylic acid, ADP inhibitors ticlopdipine 
phosphodiesterase III inhibitors, glycoprotein Ilb/IIIa agents; eptifibatides, and adenosine 
reuptake inhibitors; healing and/or promoting agents including anti-oxidants, nitrogen oxide 
donors; antiemetics; antinauseants; derivatives and combinations thereof. 

438. (new) The device of Claim 434 wherein the another compound is selected 
from the group consisting of heparin and its derivatives; Thalidomide™; riboflavin; tiazofurin; 
zafurin; acetylsalicylic acid, clopidogrel such as Plavix™, ticlopdipine such as ticlid™, cilostazol 
such as Pletal™, abciximab such as Rheopro™; eptifibatide such as Integrilin™, dipyridmoles; 
NSAID, Taxol™, Actinomycine D™; derivatives and combinations thereof. 

439. (new) The device of Claim 434 wherein the another compound is selected 
from the group consisting of NSAID, Taxol™, Actinomycine D™. 

440. (new) The device of Claim 434 wherein the another compound is a 
magnetic particle. 

441 . (new) The device of Claim 426, 432, 433, or 436 wherein the device is 
configured to release the therapeutic capable agent in response to an external source of energy. 

442. (new) The device of Claim 441 wherein the external source of energy is 
ultrasound, magnetic resonance imaging, magnetic field, radio frequency, temperature change, 
electromagnetic, x-ray, heat, vibration, gamma radiation, microwave, or a combination thereof. 

443. (new) The device of Claim 441 wherein the external source of energy is a 

magnetic field. 

444. (new) The device of Claim 434 wherein the device is configured to 
release the another compound prior to, concurrent with, or subsequent to the release of the 
therapeutic capable agent. 
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445. (new) The device of Claim 425, 432, or 433 wherein the device is 
configured to release the therapeutic capable agent in an intracorporeal body. 

446. (new) The device of Claim 445 wherein the device is configured to 
release the therapeutic capable agent at a rate between about 0.001 ug to about 200 ug /day. 

447. (new) The device of Claim 445 wherein the device is configured to 
release the therapeutic capable agent at a rate between about 0.5 ug to about 200 ug /day. 

448. (new) The device of Claim 445 wherein the device is configured to 
release the therapeutic capable agent at a rate between about 1 ug to about 100 jag /day. 

449. (new) The device of Claim 445 wherein the device is configured to 
release the therapeutic capable agent at a rate between about 10 ug to about 60 ug /day. 

450. (new) The device of Claim 445 wherein the device is configured to 
release the therapeutic capable agent at a rate between about 1 ug to about 60 ug /day. 

45 1 . (new) The device of Claim 445 wherein the device is configured to 
release the therapeutic capable agent at different phases. 

452. (new) The device of Claim 45 1 wherein the device is configured to 
release the therapeutic capable agent at an initial phase having a lower rate of release than a 
subsequent phase. 

453. (new) The device of Claim 45 1 wherein the device is configured to 
release the therapeutic capable agent at an initial phase having a higher rate of release than a 
subsequent phase. 

454. (new) The device of Claim 452 wherein the device is configured to 
release the therapeutic capable agent at an initial phase having an initial rate of release ranging 
from about 0 to about 99% of a subsequent rate of release of a subsequent phase. 
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455. (new) The device of Claim 452 wherein the device is configured to 
release the therapeutic capable agent at an initial phase having an initial rate of release ranging 
from about 0 to about 90% of a subsequent rate of release of a subsequent phase. 

456. (new) The device of Claim 452 wherein the device is configured to 
release the therapeutic capable agent at an initial phase having an initial rate of release ranging 
from about 0 to about 75% of a subsequent rate of release of a subsequent phase. 

457. (new) The device of Claim 452 wherein the device is configured to 
release the therapeutic capable agent at an initial phase having an initial rate of release ranging 
from about 0 to about 50% of a subsequent rate of release of a subsequent phase. 

458. (new) The device of Claim 452 wherein the device is configured to 
release the therapeutic capable agent at an initial phase having an initial rate of release ranging 
from about 0 to about 50 ug /day, and a subsequent phase having a subsequent rate of release 
ranging from about 0.01 ug to about 200 ug /day. 

459. (new) The device of Claim 452 wherein the device is configured to 
release the therapeutic capable agent at an initial phase having an initial rate of release ranging 
from about 0.001 to about 50 jag /day, and a subsequent phase having a subsequent rate of 
release ranging from about 0.01 ug to about 200 ug /day. 

460. (new) The device of Claim 452 wherein the device is configured to 
release the therapeutic capable agent at an initial phase having an initial rate of release ranging 
from about 0.1 to about 30 ug /day, and a subsequent phase having a subsequent rate of release 
ranging from about 0.01 ug to about 200 ug /day. 

46 1 . (new) The device of Claim 452 wherein the device is configured to 
release the therapeutic capable agent at an initial phase having an initial rate of release ranging 
from about 1 to about 20 ug /day, and a subsequent phase having a subsequent rate of release 
ranging from about 0.01 ug to about 200 ug /day. 
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462. (new) The device of Claim 452 wherein the device is configured to 
release the therapeutic capable agent at an initial phase having an initial rate of release ranging 
from about 0.1 to about 30 ug /day, and a subsequent phase having a subsequent rate of release 
ranging from about 1.0 ug to about 100 u.g/day. 

463. (new) The device of Claim 455 wherein the device is configured to 
release the therapeutic capable agent at an initial phase having an initial rate of release ranging 
from about 10 to about 300 ug /day, and a subsequent phase having a subsequent rate of release 
ranging from about 0.1 to about 100 ug /day. 

464. (new) The device of Claim 453 wherein the device is configured to 
release the therapeutic capable agent at an initial phase having an initial rate of release ranging 
from about 40 to about 300 ug /day, and a subsequent phase having a subsequent rate of release 
ranging from about 0.5 to 40 ug /day. 

465. (new) The device of Claim 453 wherein the device is configured to 
release the therapeutic capable agent at an initial phase having an initial rate of release ranging 
from about 40 to about 200 ug /day, and a subsequent phase having a subsequent rate of release 
ranging from about 10 to 40 \ig /day. 

466. (new) The device of Claim 453 wherein the device is configured to 
release the therapeutic capable agent at an initial phase having an initial rate of release ranging 
from about 40 to about 200 ug /day, and a subsequent phase having a subsequent rate of release 
ranging from about 0.5 to 40 ug /day. 

467. (new) The device of Claim 445 wherein the device is configured to 
release the therapeutic capable agent at a substantially constant rate ranging from about 0.01 jig 
to 200 ug /day. 

468. (new) The device of Claim 445 wherein the device is configured to 
release the therapeutic capable agent at a total amount ranging from about 0.1 ug to about 10 g. 
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469. (new) The device of Claim 445 wherein the device is configured to 
release the therapeutic capable agent at a total amount ranging from about 0.1 ug to about 10 mg. 

470. (new) The device of Claim 445 wherein the device is configured to 
release the therapeutic capable agent at a total amount ranging from about 1 u.g to about 2 mg. 

471 . (new) The device of Claim 445 wherein the device is configured to 
release the therapeutic capable agent at a total amount ranging from about 10 ug to about 2 mg. 

472. (new) The device of Claim 445 wherein the device is configured to 
release the therapeutic capable agent at a total amount ranging from about 50 ug to about 1 mg. 

473. (new) The device of Claim 445 wherein the device is configured to 
deliver the therapeutic capable agent at a phase to a susceptible tissue site of a mammalian 
intracorporeal body to effectuate a mammalian tissue concentration ranging from about 0.001 ng 
of therapeutic capable agent / mg of tissue to about 100 ug of therapeutic capable agent / mg of 
tissue. 

474. (new) The device of Claim 445 wherein the device is configured to 
deliver the therapeutic capable agent at a phase to a susceptible tissue site of a mammalian 
intracorporeal body to effectuate a mammalian tissue concentration ranging from about 1 ng of 
therapeutic capable agent / mg of tissue to about 100 ug of therapeutic capable agent / mg of 
tissue. 

475. (new) The device of Claim 445 wherein the device is configured to 
deliver the therapeutic capable agent at a phase to a susceptible tissue site of a mammalian 
intracorporeal body to effectuate a mammalian tissue concentration ranging from about 1 ng of 
therapeutic capable agent / mg of tissue to about 10 ug of therapeutic capable agent / mg of 
tissue. 

476. (new) The device of Claim 433 wherein the device is configured to 
release the therapeutic capable agent at a phase to a mammalian intracorporeal body to effectuate 
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a mammalian blood concentration ranging from about 1 ng of therapeutic capable agent / ml of 
blood to about 50 ug of therapeutic capable agent / ml of blood. 

477. (new) The device of Claim 445 wherein the device is configured to 
release the therapeutic capable agent at a phase to a mammalian intracorporeal body to effectuate 
a mammalian blood concentration ranging from about 1 ng of therapeutic capable agent / ml of 
blood to about 20 ug of therapeutic capable agent / ml of blood. 

478. (new) The device of Claim 445 wherein the device is configured to 
release the therapeutic capable agent at a phase to a mammalian intracorporeal body to effectuate 
a mammalian blood concentration ranging from about 2 ng of therapeutic capable agent / ml of 
blood to about 12 ug of therapeutic capable agent / ml of blood. 

479. (new) The device of Claim 476, 477, or 478 wherein the phase is within 
the first 24 hours after the implantation of the device in the mammalian intracorporeal body. 

480. (new) The device of Claim 476, 477, or 478 wherein the concentration is 
a peak concentration. 

48 1 . (new) The device of Claim 473 or 474 wherein the phase is a first phase. 

482. (new) The device of Claim 481 wherein the device is configured to 
deliver the therapeutic capable agent at a second phase to the susceptible tissue site of the 
mammalian intracorporeal body to effectuate a mammalian tissue concentration of the 
therapeutic capable agent ranging from about 0.001 ng of therapeutic capable agent / mg of 
tissue to about 100 ug of therapeutic capable agent / mg of tissue. 

483. (new) The device of Claim 482 wherein the tissue concentration ranges 
from about 1 ng of therapeutic capable agent / mg of tissue to about 10 ug of therapeutic capable 
agent /mg of tissue. 

484. (new) The device of Claim 445 wherein device is configured to release 
the therapeutic capable agent at a substantially constant rate ranging from about 0.01 ug to 200 
ug /day. 
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485. (new) The device of Claim 451 wherein device is configured to deliver 
the therapeutic capable agent at an initial and a subsequent phase. 

486. (new) The device of Claim 451 wherein at the initial phase the release of 
the therapeutic capable agent is delayed. 

487. (new) The device of Claim 45 1 , or 486 wherein the duration of the initial 
phase is configured to last less than about 24 weeks. 

488. (new) The device of Claim 45 1 , or 486 wherein the duration of the initial 
phase is configured to last less than about 12 weeks. 

489. (new) The device of Claim 45 1 , or 486 wherein the duration of the initial 
phase is configured to last from about 1 hour to about 24 weeks. 

490. (new) The device of Claim 45 1 , or 486 wherein the duration of the initial 
phase is configured to last from about 1 hour to about 8 weeks. 

49 1 . (new) The device of Claim 45 1 , or 486 wherein the duration of the initial 
phase is configured to last from about 12 hours to about 2 weeks. 

492. (new) The device of Claim 45 1 , or 486 wherein the duration of the initial 
phase is configured to last from about 1 day to about 1 week. 

493 . (new) The device of Claim 45 1 , or 486 wherein the duration of the 
subsequent phase is configured to last from about 4 hours to about 8 weeks. 

494. (new) The device of Claim 45 1 , or 486 wherein the duration of the 
subsequent phase is configured to last from about 1 hour to about 8 weeks. 

495 . (new) The device of Claim 45 1 , or 486 wherein the duration of the 
subsequent phase is configured to last from about 1 hour to about 12 weeks. 
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496. (new) The device of Claim 45 1 , or 486 wherein the duration of the 
subsequent phase is configured to last from about 1 hour to about 1 day. 

497. (new) The device of Claim 45 1 wherein the duration of the subsequent 
phase is configured to last from about 1 day to about 12 weeks. 

498. (new) The device of Claim 45 1 wherein the duration of the subsequent 
phase is configured to last from about 2 days to about 8 weeks. 

499. (new) The device of Claim 451 wherein the duration of the subsequent 
phase is configured to last from about 3 days to about 50 weeks. 

500. (new) The device of Claim 45 1 wherein the duration of the subsequent 
phase is configured to last from about 3 days to about 30 days. 

501 . (new) The device of Claim 453 wherein the duration of the initial phase is 
configured to last from about 1 day to about 7 days. 

502. (new) The device of Claim 453 wherein the duration of the initial phase is 
configured to last from about 1 day to about 30 days. 

503. (new) The device of Claim 453 wherein the duration of the subsequent 
phase is configured to last from about 2 days to about 45 days. 

504. (new) The device of Claim 497 wherein the device is configured to 
deliver the therapeutic capable agent at the initial phase to a susceptible tissue site of a 
mammalian intracorporal body to effectuate a mammalian tissue concentration of the therapeutic 
capable agent ranging from about 10 ng / mg to about 100 ug / mg. 

505. (new) The device of Claim 503 wherein the device is configured to 
deliver the therapeutic capable agent at the initial phase to a susceptible tissue site of a 
mammalian intracorporal body to effectuate a mammalian tissue concentration of the therapeutic 
capable agent ranging from about 10 ng / mg to about 100 ug / mg. 
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506. (new) The device of Claim 445 wherein the device is configured to have a 
termination phase delivering the therapeutic capable agent to a mammalian intracorporeal body 
at a rate less than a rate of clearance the intracorporeal body of the therapeutic capable agent. 

507. (new) The device of Claim 506 wherein the termination phase has a 
duration of about 14 days. 

508. (new) The device of Claim 506 wherein the rate of clearance is about 1 ng 
to about 1 00 ng per mg of tissue per day. 

509. (new) The device of Claim 506 wherein the rate of clearance is about 80 
ng per mg of tissue per day. 

5 1 0. (new) The device of Claim 506 wherein the rate of clearance is about 1 0 
ng per mg of tissue per day. 

511. (new) The device of Claim 425 wherein the source is associated with the 
expandable structure by coating, spraying, dipping, vapor deposition, plasma deposition, or 
painting of the source onto or in the expandable structure. 

512. (new) The device of Claim 5 1 1 wherein the source is mixed in a solvent 
selected from the group consisting of methanol, DMSO, C0 2 . 

513. (new) A device for intracorporeal use, comprising: 
an expandable structure; 

a source of therapeutic capable agent disposed adjacent the expandable structure, 
and including a plurality of rate-controlling element layers at least one of which comprises 
parylast or parylene, each layer having a thickness in a range from about 50 nm to 10 microns. 

514. (new) The device of Claim 5 1 3 wherein the expandable structure includes 
at least one of luminal or tissue facing surfaces. 



28 



Appl. No. 10/002,595 

Amdt. dated August 4, 2006 

Reply to Office Action of June 7, 2006 



PATENT 



515. (new) The device of Claim 5 1 4 wherein the source is disposed adjacent 
either or both the at least one of luminal or tissue facing surfaces. 

516. (new) A device for intracorporeal use, comprising: 

an expandable structure having luminal and tissue facing surfaces; 
a source of therapeutic capable agent disposed adjacent at least one of the luminal 
or tissue facing surfaces; and 

a rate-controlling element disposed adjacent the source. 

517. (new) The device of Claim 5 1 6 further comprising a matrix interface 
between the source and the rate-controlling element. 

518. (new) The device of Claim 5 1 6 wherein the source and the rate- 
controlling element form a matrix. 

5 1 9. (new) An intracorporeal device for delivering at least one therapeutic 
capable agents to a targeted area in a corporeal body, comprising: 

an expandable; 

a source of therapeutic capable agent disposed adjacent the expandable structure 
and configured to delay the release of the therapeutic capable. 

520. (new) The device of Claim 5 1 9 wherein the delay is sufficiently long to 
allow the formation of sufficient amount of cellularization at the susceptible tissue site. 

52 1 . (new) The device of Claim 5 1 9 wherein the delay is sufficiently long to 
allow the formation of sufficient amount of cellularization on the device. 

522. (new) The device of Claim 519 wherein the delay is sufficiently long to 
allow the formation of sufficient amount of cellularization at the susceptible tissue site and on 
the device. 

523. (new) The device of Claim 519 wherein the delay is sufficiently long to 
allow the formation of sufficient amount of endothelization at the susceptible tissue site. 
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524. (new) The device of Claim 5 1 9 wherein the delay is sufficiently long to 
allow the formation of sufficient amount of endothelization on the device. 

525. (new) The device of Claim 519 wherein the delay is sufficiently long to 
allow the formation of sufficient amount of endotheliazation at the susceptible tissue site and on 
the device. 

526. (new) The device of Claim 519 wherein the delay is sufficiently long to 
allow the formation of sufficient amount of fibrin deposition at the susceptible tissue site. 

527. (new) The device of Claim 5 1 9 wherein the delay is sufficiently long to 
allow the formation of sufficient amount of fibrin deposition on the device. 

528. (new) The device of Claim 5 1 9 wherein the delay is sufficiently long to 
allow the formation of sufficient amount of fibrin deposition at the susceptible tissue site and on 
the device. 

529. (new) The device of Claim 519 wherein the source comprises a rate- 
controlling element disposed adjacent the expandable structure. 

530. (new) The device of Claim 5 1 9 wherein the rate-controlling element 
forms a matrix with the therapeutic capable agent. 

531. (new) The device of Claim 5 1 9 wherein the rate-controlling element 
forms a matrix with the therapeutic capable agent. 

532. (new) A kit for providing a therapeutic capable agent to a susceptible 
tissue site including: 

a device according to any one of Claims 349, 425, 5 1 3, or 5 1 6; and 
a second compound. 
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533. (new) The kit of Claim 532 wherein second compound is selected from 
the group consisting of compounds according to any of Claims 426, 432, 437, 438, 439; and 
combinations thereof. 

534. (new) The kit of Claim 532 wherein the second compound is an 
antiemetics or an antinauseants. 

535. (new) The kit of Claim 534 wherein anti-nausea compound is selected 
from the group consisting of ondansetron such as Zofran™, dronabinol such as Marinol™, 
ganisetron.Hcl such as Kytril™, and combinations thereof. 

536. (new) The kit of Claim 532 wherein the second compound is another 
therapeutic capable agent according to Claim 426 or 432. 

537. (new) The kit of Claim 532 wherein the second therapeutic capable agent 
is the same as the therapeutic capable agent of the device. 

538. (new) The kit of Claim 532, 534, 536, or 537 wherein the second 
compound is administerable to a patient having the susceptible tissue site orally, pulmonarily, 
systemically, transdermally, through any bodily orifices, or any combinations thereof. 

539. (new) The kit of Claim 538 wherein the second compound is 
administerable to the patient prior to, concurrent with, or subsequent to an interventional 
procedure. 

540. (new) The kit of Claim 538 wherein the second compound is provided in 
a dosage ranging from about 0.5 mg to about 5g. 

541 . (new) The kit of Claim 539 wherein the second compound is 
administerable to the patient in a time period from about 200 days to about 200 days after the 
interventional procedure. 
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542. (new) The kit of Claim 539 wherein the second compound is 
administerable to the patient in a time period from about 30 days to about 30 days after the 
interventional procedure. 

543. (new) The kit of Claim 539 wherein the second compound is 
administerable to the patient in a time period from about 1 day to about 30 days after the 
interventional procedure. 

544. (new) The kit of Claim 539 wherein the second compound is 
administerable to the patient in a time period from about 200 days to about up to the 
interventional procedure. 

545. (new) The kit of Claim 539 wherein the second compound is 
administerable to the patient in a time period from about 3 months to about up to the 
interventional procedure. 

546. (new) The kit of Claim 539 wherein the bioactive compound is 
administerable to the patient in a time period from about 7 days to about 24 hours prior to an 
interventional procedure. 

547. (new) A device for intracorporeal use, comprising: 
an expandable structure; 

a source of therapeutic capable agent disposed adjacent the expandable structure, 
and at least one rate-controlling element layer comprising parylast or parylene with a thickness in 
a range from about 50 nm to 10 microns 

548. (new) The device of claim 1, wherein the means for releasing the 
substance comprises a rate-controlling element. 

549. (new) The device of claim 548, wherein the rate-controlling element 
comprises parylene. 
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